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Wbat m sows qgeraJ tbigp yowlhould kDgfy abo•t reaeardJ? 
Research is designed to gain scientific information Chat may help other people i.n the future. You 
may not receive any direct benefit from participating. There also may be risks. 

You may refuse to talr.e part in re.e&J:<h. 
. 

Details an: cliscussed below. It is important that you undtmand this infonnation so that you can 
malce an infonned choice. You wiU be given a copy of this consent fonn. You should ask the 
researchers named above, or staff members who may assist them. any questions you have about 
this study at any time. 

WM! is the p<u:pose of tbis speclmtll repooi!Oa or "bioba!!ll?" 
Research with blood, tissue, cells or body fluids (specimens) can help researchers understand 
how the human body works. Research can also answer otber .questions by using specimens. 
Researchers may develop new tests to find diseases, or oew ways to treat diseases. In the future, 
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reseateh may help to d<:velop new prodU<u, sud> as drugs. Specimens an: commonly used for 

genetic research. Sometimes researcbc:rs coiJect and store many specimens toaecher and use 

lhem for different kinds of research, or shan: tbem with other seientim; thU is eaJJcd a specimen 
rq>OSitOry or "biobank. • 

All spec imeos r .. thU stUdy will be bbeled with your study sub;cct number that does oot include 

personal idenrilicatioo informatioo and will be stored in a repositOry where ocly project 

members will have access to the specimens. There is a need to Slore specimens in such a 
repository because this will be an ongoing study when: sptcimcos from subjecu will be collected 

over an extended period of rime. Storina of specimens allows for all SptCim"" to be processed 
a1 the same time. 

It also DW:es it possible to keep any ...,.i•iQ& specimenJ iD our biobonk indcfinildy and allow! 

our sci<Ddsts the opportunity to furtl>er study these specimens with as yet unlcnown questions 

and tcehniqua. Researeb srodies ond (j"""'ons in which tbc specimens may be used have not 

yet been detennined. These studica may involve genetic research. Generic research is about 

finding the specific location of &enos, leamiilg how genes wod<, and investigatins relationships 
between a certain gene and the envirooment or peop~·· blbiu and diets. and dilfcrcut diseases. 

Bow !rill !!at 'Ptslr!! be C9lltctt!lf 
YoW' specimens will he collected during the research study listed oo the first page of this 

eoosenL No odditional specimens will be collected from )OU. 

Wb!t !!jii••RRtD to tbe aRKjmtu? 
Study specimenJ v.iU he stored in a secure room with rcmiCied access a1 the u .S. Environmental 

Prorcction ~Y Human Studies Facility located in Chapel Hiil, North Catolina. The 

spcciD•en will be ~ labeled with the stUdy subject iclenlific:otioo number, and stored 

indefinitely in a freezer for future testins under IRB# 07-1768, ReposiJory for Storage of Human 
S!Mclmeru. Names of subjects usociatcd with ID numbers will be 01chived and lcx:ked; only 

medical and scientific pe....,nnel direcl!y associated with Ulis study will have access to this 

information. No personal identifyin& infonnation will be II1IICbed to the bioioeic fluid specimen. 
Portions of the SRC>Cimen may be llwod with researebers 11 other sci011tific institutions, bowev .. , 

only coded apccimens will be sent &Del the iuvcsligatar will employ a dMa USC ~L Under 

no circWnstaoccs will any iclenlifying information he sent a1ona with specimens. The d<cisioo to 

deslroy the Sptcimens may he made by the investigator or by you if you notify the investigalOt iD 

writing that you nc longer want the specimens stored. 

What an tbt ROtflble bgdjg to yott . 
Benefits to you an: unlikely. Reseucb is desigl>cd to benefit soc:iety by gajniJia new l::nowledge. 
You will not benefit persooally liom ba\iag your specimens stored in this biob&nk. 

Wbat ar~ tlte ooulble risks or dlJsoaforfJ inl'olyed pltll tbe yse of yoar spcs1mms? 
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rusk of breach of oonlidentiality it mloimal. You will be assigned a study nwnber which will be 
used fur data - not your name. The stUdy number is all that will be entered into oomputer 
databases. All paper files which may oon1ain your name or screening number are secure in 
lock.ed file eabiDeu in the EPA building which has limited aeeess 24 h<xaJ/day. A numeric c:odiJl& system will be used to ~ that yw <lllllOt be dim:tly idenlified &om the spec:im<as 
alone. I(..., oollca geoetie inf01m11tion li:om the -..! specimens, there it also a pot.eotial risk 
for oome of your relatives ODd other members of your ethnic SJ<>up. sinc:e theY sha.. some of 
your geneticl!llkeup. 
WW then be yy tott to YO!I for atanu of the tpWIIJ.I.I! 
There will be no cost to you fOr the storage ODd usc of tho specimens for reO<Mch purposes. 

WiD 1'211 qsstys avflaiD& for ._, w ofyov spestasna? 
You will DOl ,..,..;,., any additional oompensalion for ba"in& your specimensllored in this 
biobank. 

Who OWQI tQ IRitimtDS? 
Any blood, bedy Ollids, cell or lisslle specimens obtained !'or the purpose of this stUdy btoome 
tbe exclusi\1< property of The U.S. Envitonmcotal Plotoc:tion Agency ODd will be stored UDder 
lMJI 07-1768. Repository fix Sttm>g< of HII1M1! /ip<dm<M. The r<$<OlCbm may maiD, 
preserve or dispose of these specimens and may use these specimens for researeh that may result 
in COillDJCICial applications. There are no plans to compeosate you for any future oonun<:rcial 
use of these specimens. 

How will ytV omacy be Rrottsl!d? 
You wiD be wial>ed a $llldy iclcDiificaliao oumbts. Names of subjedS associated with ID 
llliiXIbers will be archived ODd loc.ked; only medical ODd Jcientific per>OMeluoocialed ,.;th thit 
study will ba\1< access to thit infonnarion. No peraonal identifying infunnation will be attached 
and/or recorded in the data log sllceU, biolosic spc<imen.t, or electronic data sets. No subjects 
will be identified in any report or publicati011about this ltudy. Althouah every effort will be 
made to keep mcarch records privllc, there may be times when federal or stale law requires the 
disclosure of such records. inc:ludina pet10Dal infOIIDIIion. This is ""fY unlikely, but if 
disc!o<on is ewr requind, the U.S. EnWoomental Prot«ti011 ~ODd Ul\CChapel Hill 
will tab stt:ps allowable by law to protect the priVliC)I of persOI1al information. In some cases, 
yom infonnation in thit reseorc:h ltudy oould be reviewed by representatives of the Univcmty, 
research sponson, or government agencies for purposes such as quality control or safety. 

Study specimens will be stored in a secure room with resDicted access. The sample will be 
p<q>ared aod stored indefinitely in a fru:zer for fUture testing. Portioos of the specimens may be 
shared ..;th researchers at other scientific institutions, oo-. only ooded specimens will be 
sent. Under oo cin:UIIlStiDCeS v.ill any identifying informatioo be sent along with specimens to 
outside investiC"'fS. All medioal reoords gcnerwted durin& this study will be k<pt in the medical 
reoords oflioe at the EPA Human Studies Facility. The Medical Station is loc.ked when not 
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ouendcd by study sll.ff, and the E.PA Humm Studies FlciliiY bu limil<:d aoccss to aUlborized 

individuals only, 24 bounlday for 7 dayslwed .. 

If &enctic infomuttion is obtained from your ston:cl specimens, A Federal law called the Genetic 

lnfonnation Nondiscrimination Act (GINA) generally makes it illegal for health insurance 

companies, group health plans, and most employers to discriminAte against you based on your 

genetic inf011Mtion. GINA docs not proteCt you apiDSt gea<tic discrimination by eoo>panies 

that soU life insunnce, disability insunnce, or lona-tean care iDsurance. GINA also docs oot 

protect you against cli.J<:rimination based oo an already-dia_gnoscd a-tic condition or discax. 

WID mcard!on ..... IDRWAI!kom YO!! to do l!!!l!a 111!dltf iayoJvip•tlts tROCimW7 

By siping lhls coaseat form, you arc giving your pcrmiss'.an for rcseon:bers to use your 

spocimeos as descril>od above. Cuncot and tilture resem:h is o,..,..., by 1 ccmmlttee c:alJed the 

lnstitutionol Rffiew Board (IRB). n... role of the IRB is to PfOI<CI the rigbls and welliuc of 

resean:b participants. In some cues, the IRB may .equire that you be ~ntacted and asked for 

your coo.sent to use your specimens in a specific reseuch :audy. You bave. the righ~ at that 

!\inn time, 001 to pllticipate in llll)' rcseuch study for which your consent is sought. Rel'u$al to 

participate \\ill 001 alfeet your medic:al care or rcslllt in loss ofbaiefits to which yoo-en~ 

Will yo• rt:etlve rgWif fro• I'!Hirsb iDvotvloa your 1peciagt? 
Mort research with your spccilnens is not expected to yield new information that would be 

meci.ogiUl to share with you penomlly. lbm: are oo phm to re<entact you or other subjects 

wilh infetmation about resem:h -.Its. 

Cap yop •lrhdnw tht sptciJge11 from the RKardl reabqa·t 
lfyoo decide that you no longer wisb for the spoeimens to be stored, you should oontao< the 

rcseon:bers oo the &ont page of this foan. II is best to make your request in ,.'ritin&-

Any anal )'$is in progress at the time of your request or already performed prior to your request 

beina received by the reseucher will continue to be used as part of the tcsearch study. Oi>ce the 

reseatebers bave been notified, )1011< mnaining specimens would be destroyed. If you do oot 

...U such a request, the specim<lls may be stored forever. n... ~ <NY choose to 

destroy the speeimtns at aoy time. 

~e4ofS 



TIUs -b is funded by the United States Enviroruneutal Protection Agency. Several of the 
investigators including the Principallnvestig.ator arc fedora! employees. The researchc;s do not. 
however, have a dirc<t financial intorest in the final results of the study. 

Wk! jhn Mn g!K!ljouttrowl WI msrda? 
You have the ri&ht to aU, and bavc onswered, any questicos you may have about trus ~b. If 
you have questions, you should contact the researchers listed on the first paae oftrus form. 

What if DI.IVt Qggtiofl abctut JOlt riQtJ U I IJUII'Sb pbiect? 
All researeh on b=an voluateen is reviewed by a commitlet that worlcs to protec:t your ri&l>ts 
and ~ If you have queslicos or coooems about your riglus as a researeh subjeot you may 
co.-, ononymously if you wiJb, the lnslrtutiona:l Rovitw Board at 919-966-3113 or by~ 
to JRB_ subjects@tmc.edu. You may also <0t1ta<1 the Director of the EPA 1\'HE.ERL Human 
Resca<cb Pro!QOol Office at 91~-966-6217. 

Tide o( f!J)Iy; Cardiopulmonuy Responses to Exposure 10 Ozone and o;.,.l Exhaust with 
Moderate Bxerei"" in Healthy Adults 

Prjgdpls havttdcator: Tina Stcyms. PhD 

Subject's AmtJpyt: 

I have read the infonnation provided above. I have uked all the questions I have at trus time. I 
voluntarily &8J<O to participate. laarc< to my specimtrl(s) being stoxed with the identifying 
code(s). 

s~ cfRcsean:h SUbject 

Printed Name of Research Subject 

SigDBIUrt oflteoear<ll Team Member Obtaining C<>malt 

Plinted Name ofRcscmb Team Member Obtainina Consent 
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